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„ Tne MAILING DATE of this communication appears on the cover sheet with the correspondence address ~ 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.1 36(a). In no event, however, may a reply be timeiy filed 
after SIX (6) MONTHS from the mailing date of this communication 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- I! NO penod for reply is specified above, the maximum statutory period will apply and will exp.re SIX (6) MONTHS i frorr ! ^ d f ^l^ 15 communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 Ub.O. $ 1 JJJ. 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 



2a)D This action is FINAL. 2b)H This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) Q Claim(s) 127-149 is/are pending in the application. 

4a) Of the above claim(s) 1-126 have been canceled, is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) El Claim(s) 127-149 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Ciaim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

11) D The proposed drawing correction filed on is: a)Q approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §§ 119 and 120 

1 3) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) Q3 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 



1) 
2) 
3) 



Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s) 

Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) 
Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) 



Notice of Informal Patent Application (PTO-152) 
Other: 



U.S. Patent and Trademark Office , — nnr Mrt c 

PTO-326 (Rev. 04-01 ) Office Action Summary Part of Paper No. 6 




Application/Control Number: 09/765,291 Pa 9 e 2 

Art Unit: 1631 

DETAILED ACTION 
PRIORITY CLAIM 

If applicant desires priority under 35 U.S.C. § 120 based upon a previously filed 
application, specific reference to the earlier filed application must be made in the 
instant application. For benefit claims under 35 U.S.C. §§ 120, 121 or 365(c), the 
reference must include the relationship (i.e., continuation, divisional, or continuation- 
in-part) of the applications. It is noted that this appears as the first sentence of the 
specification following the title. The status of nonprovisional parent application(s) 
(whether patented or abandoned) should also be included. If a parent application 

has become a patent, the expression "now Patent No. " should follow the filing 

date of the parent application. If a parent application has become abandoned, the 
expression "now abandoned" should follow the filing date of the parent application. 
If the application is a utility or plant application filed under 35 U.S.C. § 1 1 1 (a) on 
or after November 29, 2000, the specific reference must be submitted during the 
pendency of the application and within the later of four months from the actual filing date 
of the application or sixteen months from the filing date of the prior application. If the 
application is a utility or plant application which entered the national stage from an 
international application filed on or after November 29, 2000, after compliance with 35 
U.S.C. § 371 , the specific reference must be submitted during the pendency of the 
application and within the later of four months from the date on which the national stage 
commenced under 35 U.S.C. § 371(b) or (f) or sixteen months from the filing date of 
the prior application. See 37 CFR § 1 .78(a)(2)(H) and (a)(5)(H). This time period is not 




Application/Control Number: 09/765,291 Pa 9 e 3 

Art Unit: 1631 

extendable and a failure to submit the reference required by 35 U.S.C. § 119(e) and/or 
120, where applicable, within this time period is considered a waiver of any benefit of 
such prior application(s) under 35 U.S.C. §§ 1 19(e), 120, 121 and 365(c). A priority 
claim filed after the required time period may be accepted if it is accompanied by a 
grantable petition to accept an unintentionally delayed claim for priority under 35 U.S.C. 
§§ 119(e), 120, 121 and 365(c). The petition must be accompanied by (1) the reference 
required by 35 U.S.C. 120 or 1 19(e) and 37 CFR § 1 .78(a)(2) or (a)(5) to the prior 
application (unless previously submitted), (2) a surcharge under 37 CFR § 1.1 7(t), and 
(3) a statement that the entire delay between the date the claim was due under 37 CFR 
§ 1 .78(a)(2) or (a)(5) and the date the claim was filed was unintentional. The Director 
may require additional information where there is a question whether the delay was 
unintentional. The petition should be addressed to: Mail Stop Petition, Commissioner 
for Patents, P.O. Box 1450, Alexandria, Virginia 22313-1450. 

VAGUENESS AND INDEFINITENESS 

Claims 127-149 are rejected under 35 U.S.C. § 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The presence of abbreviations in claims results in vagueness and indefiniteness 
as to concisely what is meant thereby. Such abbreviations are present in the instant 
claims, such as ABL and BCR. It is suggested to amend the claims with the full names 
thereafter each abbreviation in parentheses. Clarification via clearer claim wording is 
requested. 
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LACK OF SCOPE OF ENABLEMENT 



Claims 127-136, 139-145, 148, and 149 are rejected under 35 U.S.C. § 112, first 
paragraph, because the specification, while being enabling (subject to the below set 
forth lack of written description rejection) for chromosomal aberration locations in the 
BCR and ABL genes in the t(9;22)(q1 1 ;q34) site as in claim 1 37, does not reasonably 
provide enablement for any generic BCR/ABL gene aberrations. The specification does 
not enable any person skilled in the art to which it pertains, or with which it is most 
nearly connected, to make and use the invention commensurate in scope with these 
claims. 

Factors to be considered in determining whether a disclosure would require 
undue experimentation have been summarized in Ex parte Forman , 230 USPQ 546 
(BPAI 1986) and reiterated by the Court of Appeals in In re Wands , 8 USPQ2d 1400 at 
1404 (CAFC 1988). The factors to be considered in determining whether undue 
experimentation is required include: (1)the quantity of experimentation necessary, (2) 
the amount or direction presented, (3) the presence or absence of working examples, 
(4) the nature of the invention, (5) the state of the prior art, (6) the relative skill of those 
in the art, (7) the predictability or unpredictability of the art, and (8) the breadth of the 
claims. 

The Board also stated that although the level of skill in molecular biology is high, 
the results of experiments in genetic engineering are unpredictable. While all of these 
factors are considered, a sufficient amount for a prima facie case are discussed below. 
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The usage for the instant invention is apparently directed to CML detection. The 
detection of a genetic aberration which is associated and diagnostic for a genetic 
disease is well known in the art to be a lengthy and unpredictable research process. 
Thus, without specific guidance regarding where an aberration occurs, it is 
unpredictable as to what other sites may or may not be for CML detection usage. Thus, 
the above listed claims contain a scope which goes beyond the specific breakpoint 
region which has been defined for CML detection practice which would require 
unpredictable and thus undue experimentation to determine other diagnostic sites by 
which to make and use hybridization probes for CML detection and/or diagnosis. 



Claims 127-149 are rejected under 35 U.S.C. § 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

The specification discloses ABL and BCR genes by name, but without any 
sequence information by which to design probes as instantly claimed which thus lack 
written description under the enablement provisions of 35 USC § 1 12, first paragraph. 
The specification provides insufficient written description to support the genus 
encompassed by the claims. 

Vas-Cath Inc. v. Mahurkar , 1 9 USPQ2d 1111, makes clear that "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
'written description' inquiry, whatever is now claimed." (See page 1117.) The 
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specification does not "clearly allow persons of ordinary skill in the art to recognize that 
[he or she] invented what is claimed." (See Vas-Cath at page 1116.) 

With the exception of the actual ABL and BCR gene sequences, the skilled 
artisan cannot envision the detailed chemical structure of the encompassed 
polynucleotides and/or proteins, regardless of the complexity or simplicity of the method 
of isolation. Adequate written description requires more than a mere statement that it is 
part of the invention and reference to a potential method for isolating it. The nucleic 
acid itself is required. See Fiers v. Revel , 25 USPQ2d 1 601 , 1 606 (CAFC 1 993) and 
Amqen Inc. V. Chuaai Pharmacentical Co. Ltd., 18 USPQ2d 1016. In Fiddes v. Baird, 
30 USPQ2d 1481, 1483, claims directed to mammalian FGF's were found unpatentable 
due to lack of written description for the broad class. The specification provided only 
the bovine sequence.Finally, University of California v . Eli Lilly and Co., 43 USPQ2d 
1398, 1404, 1405 held that: 

...To fulfill the written description requirement, a patent specification must 
describe an invention and do so in sufficient detail that one skilled in the art can 
clearly conclude that "the inventor invented the claimed invention." Lockwood 
v. American Airlines, Inc. , 107 F.3d 1565, 1572, 41 USPQ2d 1961, 1966 
(1997); in re Gosteli , 872 F.2d 1008, 1012, 10 USPQ2d 1614, 1618 (Fed. Cir. 
1989) (" [T]he description must clearly allow persons of ordinary skill in the art to 
recognize that [the inventor] invented what is claimed."). Thus, an applicant 
complies with the written description requirement "by describing the invention, 
with all its claimed limitations, not that which makes it obvious," and by using 
"such descriptive means as words, structures, figures, diagrams, formulas, etc., 
that set forth the claimed invention." Lockwood , 107 F.3d at 1572, 41 
USPQ2d at 1966. 

Applicant is reminded that Vas-Cath makes clear that the written description 
provision of 35 USC § 1 12 is severable from its enablement provision. (See page 
1115.) 

It is also noted that the sequences for the ABL and BCR genes are reasonably 
deemed essential subject matter for probe design and as such also cannot be 
incorporated by reference to a printed publication. See the following paragraph. 

The incorporation of essential material in the specification by reference to a 
foreign application or patent, or to a publication is improper. Applicant is required to 
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amend the disclosure to include the material incorporated by reference. The 
amendment must be accompanied by an affidavit or declaration executed by the 
applicant, or a practitioner representing the applicant, stating that the amendatory 
material consists of the same material incorporated by reference in the referencing 
application. See In re Hawkins, 486 F.2d 569, 179 USPQ 157 (CCPA 1973); In re 
Hawkins, 486 F.2d 579, 179 USPQ 163 (CCPA 1973); and In re Hawkins, 486 F.2d 

577, 179 USPQ 167 (CCPA 1973). 

INFORMALITIES 

The disclosure is objected to because of the following informalities: 
Figures 1 1 A - 1 1 F are lacking the required specific summary for each of these 
Figures in the specification on page 31-33. 
Appropriate correction is required. 

No claim is allowed. 

Papers related to this application may be submitted to Technical Center 1600 by 
facsimile transmission. Papers should be faxed to Technical Center 1600 via the PTO 
Fax Center located in Crystal Mall 1 . The faxing of such papers must conform with the 
notices published in the Official Gazette, 1096 OG 30 (November 15, 1988), 1156 OG 
61 (November 16, 1993), and 1157 OG 94 (December 28, 1993)(See 37 CFR § 1.6(d)). 
The CM1 Fax Center number is either (703)308-4242 or (703)305-3014. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ardin Marschel, Ph.D., whose telephone number is 
(703)308-3894. The examiner can normally be reached on Monday-Friday from 8 A.M. 
to 4 P.M. 



If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, Ph.D., can be reached on (703)308-4028. 
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Any inquiry of a general nature or relating to the status of this application should 
be directed to Legal Instrument Examiner, Tina Plunkett, whose telephone number is 
(703)305-3524 or to the Technical Center receptionist whose telephone number is (703) 
308-0196. 



July 25, 2003 




